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Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 20, 23 and 24 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

These claims are unclear in view of the alternative language being used. The 
langauge in claims 20 and 23 recite vastly different alternatives for the structure of the 
device and it is impossible to determine the scope of the claims. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1, 5, 6, 8-11, 14-17, 20-25 and 40 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Underwood et al (6,283,961). 

Underwood et al disclose a device for cutting and coagulating tissue comprising 
an elongate member (412 - Figure 19) having a foot member (404) extending from the 
distal end of the elongate member. The foot member includes an upper surface (430) 
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and a lower surface (420 - figure 20) with a thermally and electrically insulating covering 
(422 - Figure 21 A) formed on the lower surface. The upper surface also includes an 
insulative surface (430) as well as a plurality of electrodes (416) for treating tissue 
located on the upper side of the foot member (see Figure 21 B and Figure 25). 
Underwood et al also disclose a lumen for providing a fluid and/or aspiration to the tip 
member (see, for example, Abstract, col. 3, lines 63+, col. 5, lines 7-15). Claim 14 is 
deemed a product-by-process claim, and in as much as Underwood et al disclose a 
coating (422) on the lower surface it is deemed to meet the structural limitations 
regardless of the method or process by which this structure was created. Underwood et 
al also disclose a handle at the proximal end of the device, wherein the handle may be 
separated from the probe member (Figures 1 , 5, 19, etc.), and Underwood et al also 
specifically disclose the device may be used with an endoscope or cannula device 
(Figure 17). The method of using the device is fully disclose by Underwood et al and 
clearly shown in the Figures (e.g. Figures 25, 26 and 28). 

Claims 1, 5, 6, 8, 9, 11, 14-17, 20-25 and 40 are rejected under 35 U.S.C. 102(b) 
as being anticipated by Durgin et al (6,432,104). 

Durgin et al disclose a cutting/coagulating device comprising an elongate 
member (12 - Figure 10) having a foot member (125) extending from the distal end of 
the elongate member. The foot member has an upper surface having electrodes 
(123a, 123b) and a lower surface that is electrically and thermally inulated from tissue. 
The upper surface also includes an insulated covering (i.e. between the electrodes - see 
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also col. 7, lines 55-60). Durgin et al also disclose a lumen for fluid infusion (i.e. lumen 
extending through elongate member 12 in Figure 10) and fully disclose the use of a fluid 
to assist in treating tissue (see, for example, Abstract). Durgin et al disclose a handle 
(10) that may be separated from the elongate member, and also disclose the use of the 
device with a cannula or endoscope device (Abstract). The method of using the device 
is fully disclose by Durgin et al and is inherent to the structure shown. 

Claims 1,5,6, 8-1 5, 25, 28, 29 and 38 are rejected under 35 U.S.C. 1 02(b) as 
being anticipated by Jahns et al (2002/0002372). 

Jahns et al disclose a device comprising an elongate member (34) having a foot 
member (28) extending from the distal end. Jahns et al disclose top and bottom 
surfaces, with an insulative coating on the bottom surface [para. 0039] and electrodes 
(22,42) on the top surface for treating tissue. A wide variety of polymer materials are 
disclosed for making and/or coating the device [paras. 0034, 0039, 0065 and 0066]. 
Jahns et al disclose lumens for providing fluid and suction [paras. 0040-0045]. The 
device inherently includes a handle at the proximal end (not shown), and the method of 
using the device to treat tissue, specifically tumors and cardiac tissue, is fully disclosed 
by Jahns et al. 

Claims 1 -3, 5-7, 1 5, 1 6, 1 8, 1 9 and 25-27 are rejected under 35 U.S.C. 1 02(b) as 
being anticipated by Hall et al (6,290,699). 
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Hall et al disclose a device that includes an elongate member (120) connected to 
a handle (126), the elongate member having a foot member (140) having upper and 
lower surfaces. The upper surface includes electrodes (130) for treating tissue while 
the lower surface is electrically and thermally insulated from tissue. Hall et al further 
disclose that multiple "foot members" may be provided (Figures 13 and 14) for creating 
multiple lesions in tissue. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 2-4, 7, 18, 19 and 26-39 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Underwood et al ('961 ) in view of the teaching of Hall et al ('699). 

The Underwood et al device has been addressed above. Underwood et al 
disclose a device having a single foot member for creating lesions in tissue, but fail to 
disclose the use of multiple foot members. 

With regard to the handle structure (i.e. unitary, separable, disposable, etc.), the 
examiner maintains that making such structures in any desired form is generally very 
well-known in the art. That is, making a handle integral and or permanently attached, 
versus the separable design of Underwood et al, is deemed an obvious design 
consideration. Also, it is generally well-known in the art that devices may be made 


Application/Control Number: 10/560,265 Page 6 

Art Unit: 3739 

sterilizable for repeated use. These are deemed to be well-known design options for 
those of ordinary skill in the art. 

Concerning the specific use, it is noted that Underwood et al disclose the use of 
the device for treating spinal tissue, as well as a variety of other uses (col. 7, lines 50- 
65). The examiner maintains that one of ordinary skill in the art would recognize the 
wide variety of uses that the Underwood et al device may encompass. It is noted that 
applicant's specification discloses a wide array of uses without specifying any criticality 
or unexpected result associated with any particular use. This is deemed to be a 
disclosure that the various different uses are obvious alternatives and/or considerations 
for the skilled artisan. Moreover, the art cited in the instant Office action disclose 
various medical devices having a "foot member" with an electrode on the upper surface, 
the devices being used in a variety of different methods ranging from treating heart 
tissue, lung tissue, ocular or eye tissue and tumors. The use of any of these devices to 
treat any desired tissue area is deemed to be an obvious consideration for one of 
ordinary skill in the art. 

To have provided the Underwood et al device with a plurality of foot members to 
create multiple lesions in tissue would have been an obvious consideration for one of 
ordinary skill in the art since Hall et al fairly teach that it is known to use one or more 
foot members for treating tissue. The specific structure of the probe and the various 
methods in which it may be applied are also deemed to be obvious considerations for 
the skilled artisan for the reasons expressed above. 
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Claims 12 and 13 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Underwood et al ('961 ) in view of the teaching of Jahns ('372). 

Underwood et al disclose a device for cutting/coatulating tissue as addressed 
previously, and also disclose the use of coatings on the upper and lower surfaces. 
However, Underwood et al fail to disclose the specific use of a polymer/polyimide 
coating. 

As addressed above, Jahns et al disclose an analogous device comprising an 
elongate member with a distal foot member having an electrode thereon. Jahns et al 
also disclose various coatings and means for making the insulated portions of the foot 
member. Specifically, paragraphs [0065] and [0066] discloses various polymer 
materials that may be used to make and/or coat the foot member to provide the desired 
electrical and thermal insulation. To have used any well known coating for insulating 
such a device is deemed an obvious design consideration. 

To have provided the Underwood et al device with any desired polymer coating 
for providing an insulating layer to the upper and/or lower surfaces would have been an 
obvious design consdieration for one of ordinary skill in the art, particularly since Jahns 
et al fairly teach the use of a wide array of polymers to coat an analogous instrument. 

Claims 2-4, 7, 18, 19, 26, 27, 30-37 and 39 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Jahns et al ('372) in view of the teaching of Hall et al ('699). 
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The Jahns et al device has been addressed previously. Jahns et al disclose a 
device for creating lesions in cardiac tissue, but fails to disclose more than one foot 
member for creating lesions. 

With regard to the handle structure (claims 18 and 19), the examiner maintains 
that making such structures in any desired form is generally very well-known in the art. 
That is, making a handle integral and or permanently attached versus a separable 
design is deemed an obvious design consideration. Also, it is generally well-known in 
the art that devices may be made sterilizable for repeated use. These are deemed to 
be well-known design options for those of ordinary skill in the art. 

Concerning the specific use, it is noted that Jahns et al disclose the use of the 
device for treating cardiac tissue, as well as other uses such as the treatment of kidney, 
liver, lung, skin and muscle tissue (para. 0031). The examiner maintains that one of 
ordinary skill in the art would recognize the wide variety of uses that the Jahns et al 
device may encompass. It is noted that applicant's specification discloses a wide array 
of uses without specifying any critical ity or unexpected result associated with any 
particular use. This is deemed to be a disclosure that the various different uses are 
obvious alternatives and/or considerations for the skilled artisan. Moreover, the art cited 
in the instant Office action disclose various medical devices having a "foot member" with 
an electrode on the upper surface, the devices being used in a variety of different 
methods ranging from treating heart tissue, lung tissue, ocular or eye tissue and tumors. 
The use of any of these devices to treat any desired tissue area is deemed to be an 
obvious consideration for one of ordinary skill in the art. 
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To have provided the Jahns et al device with multiple foot members to create 
multiple lesions sites on tissue is deemed to be an obvious consideration for one of 
ordinary skill in the art since Hall et al disclose that it is known to provide multiple foot- 
members in an analogous device. 

Claims 16-24 and 40 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Jahns et al ('372) in view of the teaching of Underwood et al (961 ). 

Again, the Jahns et al device has been addressed previously. Jahns et al fail to 
disclose the specific handle configuration for the device, and also fail to disclose the use 
of the device with an endoscope. 

As asserted previously, the examiner maintains that providing a separable or 
unitary handle device is a matter of obvious design consideration for the skilled artisan. 
Underwood et al fairly disclose a handle design that may be used with the Jahns et al 
system, and the examiner maintains that to make such a hand an integral structure 
would be an obvious design expedient. Underwood et al also teach of providing an 
analogous RF device to tissue with an endoscope in order to access the tissue site 
while providing alternative functions such as viewing. 

To have provided the Jahns et al device with a separable handle would have 
been an obvious design consideration for one of ordinary skill in the art since 
Underwood et al teach that such a handle design is generally known in the art. The use 
of an integral handle is deemed an obvious design modification. To have further 
provided the Jahns et al device with an endoscopic introduction system to provide visual 
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access of the tissue site during a procedure would have been an obvious modification 
for the skilled artisan since Underwood et al fairly teach it is known to use an endoscope 
with an analogous device. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. DeCesare et al (7,244,256), Bretton (5,885,279), Lax et al 
(5,458,596), Haissaguerre et al (6,068,629) and Eggers et al (5,681,282) disclose 
alternative devices comprising an elongate member with an electrode on an upper 
surface of a foot-member. The devices are used in various treatment modalities, 
including cardiac tissue, skin tissue and ocular tissue. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael Peffley whose telephone number is (571) 272- 
4770. The examiner can normally be reached on Mon-Fri from 7am-4pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Linda Dvorak can be reached on (571) 272-4764. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Michael Peffley/ 

Primary Examiner, Art Unit 3739 

/mp/ 

September 3, 2008 


